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I. Basis of the report 



1. This report has been drawn up on the basis of (Replacement sheets which have been furnished to the receiving 
Office in response to an invitation under Article 14 are referred to in this report as "originally filed" and are 
not annexed to the report since they do not contain amendments.): 



[x] the international application as originally filed. 



] the description, pages , as originally filed, 

pages __ , filed with the demand, 

pages , filed with the letter of 

pages , filed with the letter of 

] the claims, Nos. _ , as originally filed, 

Nos. , as amended under Article 19, 

Nos. , filed with the demand, 

Nos. , filed with the letter of 

Nos. , filed with the letter of 



the drawings, sheets/fig , as originally filed, 

sheets/fig , filed with the demand, 

sheets/fig , filed with the letter of 

sheets/fig , filed with the letter of 



2. The amendments have resulted in the cancellation of: 

[ ] the description, pages 

[ ] the claims, Nos. 

[ ] the drawings, sheets/fig 



3. [ ] This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 

4. Additional observations, if necessary: 
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V. Seasoned statement under Article 35(2) with regard to novelty, inventive step and industrial applicability; 
citations and explanations supporting such statenent 



1. STATEMENT 



Novelty (N) Claims 5-16 YES 

Claims 1-4 NO 

Inventive Step (IS) Claims YES 

* Claims 1-16 NO 

Industrial Applicability (IA) Claims 1-16 ; YES 

Claims NO 



2. CITATIONS AND EXPLANATIONS 

1. The following documents have been used for the purposes 
of this report: 

Dl = EP-A-0257310 
D2 = EP-A-0145240 
D3 = EP-A-0330180 

2. Dl discloses an effervescent drug composition comprising 
the active ingredient microencapsulated in cellulose 
polymer derivatives. Novelty of the subject-matter of 
present claims 1-4 cannot be acknowlegded as no evidence 
has been submitted that the cellulose polymer used in Dl 
is not biodegradable in the sense of the explanation 
given in the present application on page 7, lines 16-20 
and that the drugs cited in the bridging sentence of 
columns 3 and 4 of Dl do not belong to the classes of 
medicaments cited in present claim 1-4. 

D2 (cited as X-document in the international search re- 
port) is not regarded to distroy the novelty of the 
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present claims as no effervescent formulation is dis- 
closed in D2. 

Dl is regarded to represent the closest prior art as it 
differs (if it differs at all, see item 2.) from the 
subject-matter claimed in present claim 1 only in that 
other drugs or another polymer is used. Dl discloses al- 
most the same release pattern (compare figures). That 
means that the problem, namely to achieve a once daily 
formulation has already been solved by Dl . It is not 
clear what additional problem is to be solved by the 
present application especially as prolonged release 
preparations are known from D2 and D3 comprising 
microcapsules the coating of which consists of bio- 
degradable polymers such a lactic acid polymer. The de- 
pendent claims do not appear to contain any features 
which might render them patentable as said features are 
normal prcessing option for the skilled person in the 
field of pharmaceutical formulations. 
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VII. Certain defects in the international application 



The following defects in the for* or contents of the international application have been noted: 

The requirements of Rule 5.1(a) (ii) PCT have not been 
met as the documents D1-D3 have not been identified in 
the description and the relevant background art dis- 
closed therein has not been briefly discussed. 

Claim 6 contains all features of Claim l. Therefore it 
has to be drafted rather as a claim dependent on claim 
1 . 

Claim 2 is drafted rather as a problem to be solved than 
the solution expressed in technical terms. The choice of 
an appropriate pH is obvious for the skilled person 
(compare e.g. D2 , sentence bridging page 10 and page 
11) . 
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(54) Title: EFFERVESCENT PHARMACEUTICAL FORMULATIONS CONTAINING CONTROLLED RELEASE BIODEGRADABLE 
MICROCAPSULES 



(57) Abstract 

Effervescent pharmaceutical formulations for the sustained and 
controlled oral administration of a drug selected from a calcium 
channel blocker, an ACE inhibitor, a narcotic analgesic or analogues 
or combinations thereof, the formulation comprising microcapsules in 
which the drug is entrapped in a biodegradable polymer, for example 
poly-L lactide. The pH of the formulation can be varied to optimize 
the release of the or each drug from the formulation. Microcapsules 
suitably have a D 50 % between about 100 nm and 900 nm and 
a drug loading of the order of about 10 % to 70 % by weight. 
The formulations can be used to administer the drugs to a patient 
on a once-daily basis so as to achieve a therapeutic effect over a 
substantially 24-hour period. 
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line 50 - column 4, 
line 4 . 
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page 
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